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act to a finished device that signifi-
cantly changes the finished device’s 
performance or safety specifications, 
or intended use. 

(x) Rework means action taken on a 
nonconforming product so that it will 
fulfill the specified DMR requirements 
before it is released for distribution. 

(y) Specification means any require-
ment with which a product, process, 
service, or other activity must con-
form. 

(z) Validation means confirmation by 
examination and provision of objective 
evidence that the particular require-
ments for a specific intended use can 
be consistently fulfilled. 

(1) Process validation means estab-
lishing by objective evidence that a 
process consistently produces a result 
or product meeting its predetermined 
specifications. 

(2) Design validation means estab-
lishing by objective evidence that de-
vice specifications conform with user 
needs and intended use(s). 

(aa) Verification means confirmation 
by examination and provision of objec-
tive evidence that specified require-
ments have been fulfilled. 

§ 820.5 Quality system. 
Each manufacturer shall establish 

and maintain a quality system that is 
appropriate for the specific medical de-
vice(s) designed or manufactured, and 
that meets the requirements of this 
part. 

Subpart B—Quality System 
Requirements 

§ 820.20 Management responsibility. 
(a) Quality policy. Management with 

executive responsibility shall establish 
its policy and objectives for, and com-
mitment to, quality. Management with 
executive responsibility shall ensure 
that the quality policy is understood, 
implemented, and maintained at all 
levels of the organization. 

(b) Organization. Each manufacturer 
shall establish and maintain an ade-
quate organizational structure to en-
sure that devices are designed and pro-
duced in accordance with the require-
ments of this part. 

(1) Responsibility and authority. Each 
manufacturer shall establish the appro-

priate responsibility, authority, and 
interrelation of all personnel who man-
age, perform, and assess work affecting 
quality, and provide the independence 
and authority necessary to perform 
these tasks. 

(2) Resources. Each manufacturer 
shall provide adequate resources, in-
cluding the assignment of trained per-
sonnel, for management, performance 
of work, and assessment activities, in-
cluding internal quality audits, to 
meet the requirements of this part. 

(3) Management representative. Man-
agement with executive responsibility 
shall appoint, and document such ap-
pointment of, a member of manage-
ment who, irrespective of other respon-
sibilities, shall have established au-
thority over and responsibility for: 

(i) Ensuring that quality system re-
quirements are effectively established 
and effectively maintained in accord-
ance with this part; and 

(ii) Reporting on the performance of 
the quality system to management 
with executive responsibility for re-
view. 

(c) Management review. Management 
with executive responsibility shall re-
view the suitability and effectiveness 
of the quality system at defined inter-
vals and with sufficient frequency ac-
cording to established procedures to 
ensure that the quality system satis-
fies the requirements of this part and 
the manufacturer’s established quality 
policy and objectives. The dates and re-
sults of quality system reviews shall be 
documented. 

(d) Quality planning. Each manufac-
turer shall establish a quality plan 
which defines the quality practices, re-
sources, and activities relevant to de-
vices that are designed and manufac-
tured. The manufacturer shall estab-
lish how the requirements for quality 
will be met. 

(e) Quality system procedures. Each 
manufacturer shall establish quality 
system procedures and instructions. An 
outline of the structure of the docu-
mentation used in the quality system 
shall be established where appropriate. 

§ 820.22 Quality audit. 
Each manufacturer shall establish 

procedures for quality audits and con-
duct such audits to assure that the 

VerDate Aug<04>2004 10:12 May 23, 2005 Jkt 205072 PO 00000 Frm 00165 Fmt 8010 Sfmt 8010 Y:\SGML\205072.XXX 205072


